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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 09 January 2006 . 
2b)\3 This action is FINAL. 2b)ISI This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1-16 is/are rejected, 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Art Unit: 1645 

DETAILED ACTION 

Applicant's response filed on January 9, 2006 is acknowledged. Claims 1-16 are 
pending and under consideration. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in the prior Office Action. 

Rejections Withdrawn 

1 . In view of applicants' response the rejection under 35 U.S.C. 102(e) as being 
anticipated by Reiter et al (US 2004/0023316 A1) on page 3, paragraph 4 is withdrawn. 

Rejections Maintained 

2. The rejection of claims 1-10 and newly amended claims 11-16 under 35 U.S.C 
112, first paragraph, as failing to comply with the written description requirement is 
maintained for the reasons set forth in the previous office action on page 4, paragraphs 
8-10. 

Applicant urges that the term "specific", when used in context of the present 
specification in the phrase H. pylori antioens antibodies inherently means specific to H. 
pylori. 

It is the examiners position that the term "specific" includes a continuum of 
specificity and is not limited to the absolute lack of reactivity with other strains and 
species as now claimed. Moreover, the claims as amended recite new matter. The 
limitation "wherein such antigen specific antibodies bind to H. pylori antigens and do not 
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react with different species and strains of Helicobacter or Campylobacter" is new matter. 

The examiner is unclear applicants' grounds for a) wherein antigen specific 
antibodies bind to H. pylori antigens and do not react with different species and strains 
of Helicobacter or Campylobacter and b) an antibody being genus directed monoclonal 
antibody that reacts with different species and strains of Helicobacter or Campylobacter 
and also binds to H. pylori antigen. 

The newly added claim language conflicts with what applicant has disclosed in 
the instant specification. The instant specification submits that one problem with 
immunoassays is its cross-reactivity. Moreover, applicant submits that the antigens of 
H. pylori, in particular, the putative flagella protein, have shown that some of these 
antigens are not specific to H. pylori and are also found in other bacteria such as C. 
jenui and C. coli (0005). While the antigen may be specific for H. pylori, the same 
antigen may also be cross-reactive with Campylobacter. How will applicant know that 
the antigen is truly specific for H. pylori and that it will not cross-react. Further, Sato 
(Helicobacter pylori in culture: an ultrastructural study, Hokkaido Igaku Zasshi, 2000; 
75(3): 187-96) did a studying using H. pylori 43504, which is the same genus and 
specie as that in the instant specification, to teach that flagella with a sheath originated 
from a concave depression at the end of the organism frequently attaches to adjacent 
organisms. Where in the instant specification has applicant provided support for the 
claims as amended? Has applicant shown that H. pylori antigens do not cross-react 
with different species and strains of Helicobacter or Campylobacter? 
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Regarding applicants' recitation of an antibody being a genus directed 
monoclonal antibody that reacts with different species and strains of Helicobacter or 
Campylobacter and also binds to H. pylori antigen, the examiner is not sure how this is 
accomplished. The instant specification submits that genus specific monoclonal 
antibodies can cross-react with different species and strains of Helicobacter or 
Campylobacter (0013). How is the recited limitation factual? How does cross-reactivity 
take place and applicant still be able to have a specific antibody capable of binding to H. 
pylori antigens. No original descriptive support for the claimed invention could be found 
in the instant specification. 

Lastly, the examiner would like to point applicants' attention to (0019) where 
applicant submits that cross-reactivity can be addressed/reduced in the formulation of 
the H. pylori specific antibody solutions by buffering and formulating the wash with the 
addition of salts and surfactants to control cross-reactivity. 

New Grounds of Rejection 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1-16 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particulariy point out and distinctly claim the subject matter which 

applicant regards as the invention. The examiner is unclear what applicant intends by 
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"mixtures thereof. Does applicant mean a mixture of monoclonal antibodies, a mixture 
of polyclonal antibodies or a mixture of both monoclonal and polyclonal antibodies? 



4. No claims are allowed. 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakia J. Tongue whose telephone number is 571-272- 
2921 . The examiner can normally be reached on Monday-Friday 7-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-6300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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